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The Group and/or Art Unit location of your application in the PTO has changed. To aid 
in correlating any papers for this application, all further correspondence regarding this application 
should be directed to Group Art Unit 1818. 

Claims 1-3, 11-16, and 19-21 have been cancelled. 

Claims 4-10 and 17-18 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable one skilled 
in the art to which it pertains, or with which it is most nearly connected, to make and/or use the 

invention. 

Claims 4-10 are drawn to mammalian GDF-1 protein, or an epitope specific thereto, or 
functionally equivalent variations thereof. The specification fails to enable how to use the 
GDF- 1 protein in the manner set forth in the specification. Biological properties are alleged based 
upon the similarity of the GDF-1 amino acid sequence to the TGF- P family. However, there is no 
evidence of record that GDF-1 is a biologically useful protein possessing any particular properties. 
(See specification pages 10-11.) The simUarities between GDF-1 and the TGF- P family members 
range from 26-52'/o on the amino acid level and these proteins are not deemed to be predictive of 
the biologicalproperties possessed by GDF-1. The biological activities of the TGF- P family are 
diverse and it could not be predicted which activity GDF-1 would have, if any. As such, the 
specification does not enable using the GDF-1 protein as disclosed in the specification. For 
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example, there is no evidence of any dise.se state 4a. on be treated whh this protem nor any 
tnmors, genetic diseases, or developmental anomalies mat applicant has associated with mis gene 

or protein. 

Claims 17-18 are drawn to mammalian UOG-1 protein, or an epitope specific thereto, or 
functionally equivalent variations thereof. The specification does not tell how to use UOG-1 
protein, specific epitopes, or functional variations. The specification speculates that the full length 
protein r» be a receptor and » be involved with the biological activity for GDF- 1. (See page 
15, lines 9-29.) As the GDF- 1 protein activity has not been established as set forth above and the 
structural features upon which identity as a possible receptor are based are ill-defined, there is 
reason to doubt mis statement. Many membrane spanning proteins exist mat are not receptors 
and many proteins have hydrophobic regions. No further disclosure is provided to guide one of 
ordinary skill in the art to the use of the protein. 

The specification does not disclose how to define unique or specific epitopes of GDF- 1 or 

UOG-1. 

The specification does not define the metes and bounds of functionally equivalent 
variation, Reasonable correlation must exist between me scope of the claims and scope of 
enablement se, form. The specification does not describe nor enable identification of any other 
proteins meeting the functional limhations of the claims and it is deemed to constitute undue 
experimentation to determine mem The enablement of the claims can be viewed simuarly to 
those in EHiiasJted, 27 USPQ2d 1662, 1665. The Board of Patent Appeals and 
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interfaces held that claims drawn to DNA sequences encoding biologically equivalent protems 
(,.e. DNA encoding proteins that do not have a defined amino acid sequence) are not enabled 
when me specification discloses a single specific DNA sequet.ce know, to the inventor having the 
biological hmhations. Tie disclosure was held not to be commensurate in scope with the bread* 
of such claims because DNA sequences encoding biologically equivalent proteins covers any 
DNA sequence encoding a protein which achieves the stated biological result. Here the claims are 
not directed to DNA sequences encoding protems but rather are directed to the biologically 
equivalent proteins themselves. The specification does not characterize the UOG-1 or GDF- 1 
protems with respect to their biological activity or the amino acids required to maintain this 
activity. Thus, it would constitute undue experimentation to determine functional equivalents in 
the absence of fiuther guidance. The disclosure is no. commensurate in scope wtth the breadth of 
the claims. 

Claims 8-9 and 18 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point ou, and distinctly claim the subject matter which applicant regards 

as the invention. 

The preamble of claims 8-9 refer to GDF-1 and the preamble of claim 18 refers to UOG-1. 
However, the body of all three claims refers to the amino acid sequence ofFigures UAor 11B. 
Tbe body of me claims do no. specifically refer to the GDF-1 amino acid sequence (claims 8-9) or 
the UOG-1 amino acid sequence (claim 18) and both are present in the Figures. 
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The follow is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e^enwendonwasdesc^ 

sites before .he invention thereby the 'P^J^ 

has fulfilled the requirements of paragraphs (1), (2), and (4) of section ili{0) or. 

thereof by the applicant for patent. 

Claims 4-10 are rejected under 35 U.S.C. § 102(e) as being anticipated by Derynck et aL 

(U.S. Patent No. 4,886,747). 

Derynck et al. teaches the amino acid and nucleotide sequences for mammalian TGFpi, 
TGFP2, and TGF(J3. Vectors and transformed host cells are disclosed as well as a method of 
^king the proteins recombinant*. (See abstract, claims, figures 1-5, Example 5.) It is noted 
that the TGFPI, TGFP2, and TGFp3 sequences have amino acids in common with the GDF-1 
sequence of Figure 2 in the specification. 

The specification defines GDF-1 to include any "unique portion" which is poorly defined 
in the specification. (Seepage 7.) It is unknown if the five or sixamino acidsor 15 or 18 
nucleotides must be contiguous, as in a sequence, or must merely be present in the sequence. In 
addition, the specification does not define the metes and bounds of "functionally equivalent 
variation." As GDF- 1 is stated to be part of the TGF P superfamily, Derynck et al. is deemed to 
be an anticipatory reference for the invention as claimed. 
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Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Marianne P. Allen, whose telephone number is (703) 308-0666. The 
examiner can normally be reached on Monday-Friday from 7:30 am to 4:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Donald E. Adams, Ph.D., can be reached on (703) 308-0570. The most convenient FAX 
telephone number for this examiner is (703) 308-0294. 

Any inquiry of a general nature or relating to the status of this application should be 
directed to the Group receptionist whose telephone number is (703) 308-0196. 



